ot 30.03.2023 N= 6119
(Bxopmwmit M3 N=4214577)

MUHHCTEPCTBO 3JIPABOOXPAHEHUS POCCUNCKOU ®EJEPALIUU

Perucrpanmonnoe ynocrosepenue Ne JII1-003707
Jara perucrpauun «28» utons 2016 r.

Canodu Ilacrep Jlumuren, Kanana
Sanofi Pasteur Limited,
1755 Steeles Avenue West, Toronto, Ontario, M2R3T4, Canada

WMHCTPYKIIUS
110 IMPUMEHEHU IO HeKapCTBeHHOFO npenapaTa JJIA MEAULTUHCKOI'O MNPpUMCHCHUA

AJTACEJIB®
[Bakumua 15 npoduaakTuky AudpTepun (¢ yMeHbIIEHHBIM COIEP/KAHHEM AHTHIEHA),
CTOJIOHSIKA M KOKJII0mA (DecK1eToYHast), KOMOMHHPOBaHHAs, aACOPOMpPOBaHHas |

CycneHnsus A1 BHYTPUMBIILIEYHOT0 BBeneHus, 0,5 mi/no3a

Canoodu INacrep Jlumuren, Kanana

H3menenue Ne 2

Jlata BHECEHUS UBMEHEHUI «  »

20 1.

Crapas penakuus

HoBas pepaxkuusi

MHUHHCTEPCTBO 3IPABOOXPAHEHUSI
POCCHICKOW ®EIEPALIUA

HHCTPYKIUA
N0 NPUMEHEHUIO JIEKAPCTBEHHOI 0 Nnpenapara

AJIE MEAULIIMHCKOI'0 NPpUMEHEHUsA

AJIACEJIB®
[Bakuuna nast npodpunaxkruxu audrepuu (¢
YMEHbUIEHHBIM COAeP:KAHHEM AHTHUTeHa), KO-
KJII0IA (¢ yMeHbLIeHHbIM COlepXKaHHeM aHTH-
reHa, 0ecKJIeTOYHas) M CTOJIOHIKA, KOMOMHH-

poBaHHasi, aAcopOHpoBaHHas |

MHUHHUCTEPCTBO 3JIPABOOXPAHEHMWSI
POCCHICKOM ®EJIEPALIAN

HHCTPYKIHUSA
Mo NMPUMEHEHMIO JIEKAPCTBEHHOr0 Npenapara

A MEAULIHHCKOI0 MPpUMEHEeHU s

AJIACEJIb®

TOPITOBOE HAUMEHOBAHME: Apacens®

[Bakunna a1 npodunaktuku - aAndTepun

TOPI'OBOE HAMUMEHOBAHME: Anacens®
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COOTBETCTBYET SKCNEPTHOMY OTUYETY




HU3menen

COOTBETCTBYET SKCNEPTHOMY OTUYETY

ot 30.03.2023 N= 6119
] s AN AET

T 71

CTapaﬂ peaakuus

HoBas penpaxkuus

(C yMEHbLIEHHBIM COJIEpPKAHUEM AaHTUIE€Ha), KO-
KJIIOIIa (C yMEHBIUEHHBIM COJAEp)KaHHEM AaHTH-
reHa, OeckieToyHas) U CTOJNOHsSKA, KOMOMHUPO-
BaHHasi, aIcCOpOMpOBaHHAs |

(0anee no mekcmy - Aoacens")

OIIMCAHUE OIIMCAHHUE
Benoparas, MyTHasi, OTHOPOJHAsI CYCIIEH3HSI. benasi, MyTHasi, OTHOPO/IHAs CYCIIEH3HS.
®OPMA BBIIIYCKA ®OPMA BBIIIYCKA

CycneH3usi 1J1s1 BHyTPUMBILIEYHOTO BBEJEHHS,

0,5 ma/mo3a.

ITo 0,5 ma (onHa o3a) mpenapara Bo (IakoHe U3
Ipo3payHoro  OecuBeTHOro OGOPOCHIMKATHOTO
CTeKJIa TUIa 1, BMECTUMOCTBIO 2 MJI, C pE3UHOBOM
npoOKoi  (CUIMKOHU3UPOBAaHHBIH OpoMOyTHIIO-
BBII dJacTomep, 6e3 jlaTekca) M aTrOMHHHEBBIM
KOJIMAYKOM I10J] O0OKaTKy C OTpBIBAIOILEHCS ILIa-
CTHKOBOH Kpbleukoi tuna “flip-oft™.

ITo 1 nnu 5 GpakoHOB B KAPTOHHYIO MaYKy C UH-

CTPYKLHEH 10 NPUMEHEHHIO.

CycneHsus Ui BHY TPUMBILIEYHOTO BBeaeHus, 0,5
MJ1/mo3a.

ITo 0,5 mn (oxHa no3a) npenapata BO (akoHe U3
po3payHoro OecuBeTHOr0  OOPOCHIMKATHOrO
crekna tuna 1 (EBp. @.), BMECTUMOCTBIO 2 MJI, C
pE3UHOBOH  MpOOKOH  (CHIMKOHM3MPOBAHHBIH
6poMOyTUIIOBEIH 351acToMep, Oe3 JlaTekca) U allko-
MHHHUEBBIM KOJMA4YKOM MOJ 00KaTKy C OTphIBalo-
1iefics mIacTUKOoBO! Kphieukoi Tuna “flip-off”.
[To 1, 5 ¢nakonoB (Canodu Ilacrep Jlumuren,
Kanaga) wan mo 5, 10 ¢naxkonoB (Canodu
[Tactep C.A., ®paH1ys) B KAPTOHHYIO MAYKy C UH-

CTPYKILHEHN 110 IPUMEHEHHUIO.

BJAJEJIELN PETUCTPAIIMOHHOI'O Y10O-
CTOBEPEHMUSI / TPOU3BOJUTEJIb

Canodmu ITacrep JIumuren, Kanana

Sanofi Pasteur Limited, Canada

1755 Steeles Avenue West, Toronto, Ontario,
Canada M2R3T4

BJIAJIEJIELl PETUCTPAIIMOHHOI'O YO-
CTOBEPEHMSs1 / TIPOU3BOAUTEJIb I'OTO-
BOW JIEKAPCTBEHHOI ®OPMbI

Canodu Ilacrep Jlumuren, Kanana

Sanofi Pasteur Limited, Canada

1755 Steeles Avenue West, Toronto, Ontario, Can-
ada M2R3T4

INEPBUYHAS YIIAKOBKA / BTOPUYHAS
(ITOTPEBUTEJIbCKASI) YIIAKOBKA / Bbl-
MYCKAIOIMUIA KOHTPO.JIb KAUECTBA
Canodu Ilactep JIumuren, Kanana

Sanofi Pasteur Limited, Canada

1755 Steeles Avenue West, Toronto, Ontario, Can-
ada M2R3T4
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COOTBETCTBYET 3KCINEPTHOMY OTYETY
ot 30.03.2023 N= 6119

No 2 x MIMIPATH00370 72703317 C. 3

Crapas peaakuus HoBasi penakuus

Canogu [lactep C.A., ®paHuus

Sanofi Pasteur S.A., Parc Industriel d’Incarville,

27100 Val de Reuil, France

Menemkep o perucTpaluy BakiyH B pernone E 3D I'. E. CynranoBa

bt
P I ‘ =
ﬁ JEHCTBATELH 1S JAHHOI }‘3’
LS L
L 1,9165

15




